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GE Healthcare
5 10(k) Premarket Notification Submission

510(k) Summary

In accordance with 21 CFR 807.92 the following Summary of information is provided:

Date: May 24, 2Q13

Submitter: GEl Healthcare
9900 Innovation Dr
Wauwatosa, WI 53226

Manufacturer: GiE Ultrasound Korea. Ltd. 4?1

65-I Sangdaewon-Dong. JUngwon-Gu

Seongnam-Si, Gyenonggi-Do, Korea 462-120

Primary Contact Person: Bryan Behn
Regulatory Affairs Manager
GE Healthcare
T:(4 14)72 1-42 14
F:(414)918-8275

Alternate Contact Person: Seiji Oikawa
Regulatory Affairs Specialist
GE Healthcare Japan Corporation
T: +81-42-585-5 123
F: +81-42-585-5950

Device: Trade Name: LOGIQ S8 Ultrasound System

Common/Usual Name: LOGIQ S8

Classification Names: Class 11

Product Code: Ultrasonic Pulsed Doppler Imaging System. 2I1CFR 892.1550 90-IYN
Ultrasonic Pulsed Echo Imaging System, 21CFR 892.1 560, 90-IYO
Diagnostic Ultrasound Transducer, 21 CFR 892.1570, 90-ITX

Predicate Device(s): KI 111582 LOGIQ S8 Diagnostic Ultrasound System

K 123564 LOGIQ E9 Diagnostic Ultrasound System

K 1221 14 LOGIQ S7 Diagnostic Ultrasound System

KI 13690 LOGIQ e Diagnostic Ultrasound System

K101 149 Vivid E9 Diagnostic Ultrasound System
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Device Description: The LOGIQ S8 is a full featured, general purpose diagnostic
ultrasound system which consists of a mobile console
approximately 62 cm wide, 88 cm deep and 175 cm high that
provides digital acquisition, processing and display capability.
The user interface includes a computer keyboard, specialized
controls, 9-inch L.CD touch screen and color 19-inch LCD image
display.

Device Modifications: The following is an overview of the differences between the
proposed LOGIQ S8 and the predicate LOGIQ S8 (KI 11582).
The proposed LOGIQ S8 has had several features and probes
migrated to it currently cleared on other GE Ultrasound systems.

The following features have been migrated from the LOGIQ E9
(K 123564): 4D, Transesophageal application, Measure Assistant
Breast, Measure Assistant 08, Compare Assistant, Breast and
Thyroid Productivity Packages, Speed of'Sound, VNAV Needle
Tracking. The following probes have been migrated from the
LOGIQ £9 (K123564): C2-9-D, I IL-D, 65-D, Sl-5-D, RAB6-D
and RIC5-9-D.

The following features and probes have been migrated from the
LOGIQ S7 (K1221 14): BSteer+ and the 35p-D probe.

The following features and probes have been migrated from the
Vivid £9 (K 101 149): Auto EF

The following are new features and probes added in this
submission: Auto Sweep and the C2-6b-D and IOC-D probes.

Intended Use: The device is intended for use by a qualified physician for
ultrasound evaluation of' Fetal; Abdominal; Pediatric; Small
Organ (breast, testes, thyroid); Neonatal Cephalic; Adult
Cephalic; Cardiac (adult and pediatric); Peripheral Vascular;
Musculo-skeletal Conventional and Superficial; Urology
(including prostate); Transrectal; Transvaginal; Transesophageal
and lntraoperative (abdominal, thoracic, and vascular).
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Technology: The LOGIQ SS employs the same fundamental scientific
technology as its predicate devices

Determination of Summary of Non-Clinical Tests:
Substantial Equivalence: The device has been evaluated for acoustic output,

biocompatibility, cleaning and disinfection effectiveness as well
as thermal, electrical, electromagnetic and mechanical safety, and
has been found to conform with applicable medical device safety
standards. The LOGIQ S8 and its applications comply with
voluntary standards:

I. AAMI/ANSI ES60601-1, Medical Electrical
Equipment - Part 1: General Requirements for Safety

2. IEC6O6OI-l-2,Medical Electrical Equipment - Part I-
2: General Requirements for Safety - Collateral
Standard: Electromagnetic Compatibility
Requirements and Trests

3. I EC6060 1-2-37, Medical Electrical Equipment -

Part 2-37:Particular Requirements for the Safety of
Ultrasonic Medical Diagnostic and Monitoring
Equipment

4. NEMA UD 3, Standard for Real Time Display of
Thermal and Mechanical Acoustic Output Indices on
Diagnostic Ultrasound Equipment

5. 15010993-I, Biological Evaluation of Medical
Devices- Part 1: Evaluation and Testing- Third Edition

6. NEMA UD 2, Acoustic Output Measurement Standard
for Diagnostic Ultrasound Equipment

7. lS014971, Application of risk management to medical
devices

8. NEMA, Digital Imaging and Communications in
Medicine (DICOM) Set. (Radiology)

The following quality assurance measures were applied to the
development of the system:

& Risk Analysis
0 Requirements Reviews
* Design Reviews
* Testing on unit level (Module verification)
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0 Integration testing (System verification)
0 Final Acceptance Testing (Validation)
0 Performance testing (Verification)
* Safety testing (Verification)

Transducer materials and other patient contact materials are
biocompatible.

Summary of Clinical Tests:
The subject of this premarket submission, LOGIQ S8, did not
require clinical studies to support substantial equivalence.

Conclusion: GE Healthcare considers the LOGIQ S8 to be as safe, as
effective, and performance is substantially equivalent to the
predicate device(s).
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/ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Servce

Food and Drug Administration
0903 New Hampshire Avenue

7 i Document Control Center - W066-G609

Silver Spring, MD 20993-0002

August 26, 2013

BRYAN BERIN
REGULATORY AFFAIRS MANAGER
GE H-EALTHCARE
9900 INNOVATION DR.
WAUWATOSA WI 53226

Re: K13 1527
Trade/Device Name: LOGIQ S8
Regulation Number: 21 CER 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN, IYO. ITX
Dated: May 24, 2013
Received: May 28, 2013.

Dear Mr. Behn:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate

commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
- d-.ie-la-ap-enrc-si-e imaodnew~h-~kso.S(fteFcdrlFQ Druge

and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).

You may, therefore, market the device, subject to the general controls provisions of thc Act. The
general controls provisions of the Act include requirements for annual registration, listing of

devices, good manufacturing practice, labeling, and prohibitions against misbranding and

adulteration. Please note: CDRH does not evaluate information related to contract liability

warranties. We remind you, however, that device labeling must be truthful and not misleading.

This determination of substantial equivalence applies to the following transducers intended for

use with the LOGIQ S8 Ultrasound System, as described in your premarket notification:

Transducer Model Number

CI-5-D 9L-D ML6-15-D
M5S-D 1C5-9-D 3CRF-D
LS-18i-D S4-lI0-D P2D
P6D C2-9-D I I L-D
6S-D S1-5-D RAB6-D
RIC5-9-D 6Tc-RS 3Sp-D
C2-6b-D I OC-D



Page 2-Mr. Behn

If your device is classified (see above) into either class 11 (Special Controls) or class Ill (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean

that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must

comply with all the Act's requirements, including, but not limited to: registration and listing (21

CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803): good manufacturing practice requirements as set

forth in the quality systems (QS) regulation (2 1 CFR Part 820); and ifapplicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (2 1 CFR Part 80 1), please

contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638 2041 or (301) 796-7 100 or at its Internet address

litto://www.fda.eov/Medica[Devices/Resorcefor-You/idLtrv/defaulit.htm. Also, please note

the regulation entitled, "Misbranding by reference to premarket notification" (2ICFR Part

807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://xwwv.fda.gov/Medical Devices/Safetv/RenortaProblemi/dcfatilt.htm for the CDRH's Office

of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number

littp://xvww.fda.jzov/Medical Devices/Resouircesfo-You/IndLIStrv /default.hitif.

Sincerely yours,

for
Janine Morris
Director, Division of Radiological H-ealth
Office of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure
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510(k) Number (if known): K 131527

Device Name: LOGIQ S8

Indications for Use:

The device is intended for use by a qualified physician for ultrasound evaluation of Fetal;
Abdominal; Pediatric;, Small Organ (breast, testes. thyroid); Neonatal Cephalic;, Adult
Cephalic; Cardiac (adult and pediatric); Peripheral Vascular; Musculo-skeletal
Conventional and Superficial; Urology (including prostate); Transrectal: Transvaginal;
Transesophageal and Intraoperative (abdominal. thoracic, vascular and neurosurgical).

Prescription Use X AND/OR Over-The-Counter Use_-NA
(Part 21 CER 801 Subpart D) (Part 21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE
IF NEEDED)

Concurrence of CDRH, 0ffice of In Vitro Diagnostics and Radiological Health (OIR)

(Division Sign-Off)
Division of Radiological Health
Office of In Vitro Diagnostics and Radiological Health

510(k) Number K131527
Page 1 of I
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Indications for Use Forms

The following forms represent indications with clinical applications and exam types
along with the modes of operation for the LOGIQ S8 system. Combinations identified
"P" for the transducers represents those previously cleared on LOGIQ S8 or another GE
Ultrasound system. Combinations identified "Ei" for the transducers represents those that
have been added to the LOGIQ S8 under Appendix E of "Information for Manufacturers
Seeking Marketing Clearance of Diagnostic Ultrasound Systems and Transducers
Document issued on: September 9, 2008". Combinations identified "N" for the
transducers represents those that are new. Please see section I I Table 11.2.1 for
information on previous clearance information on these transducers.

'9
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5 1 0(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE LOGIO 38 Ultrasound System

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

_______~~~ Mdeof Operation ____

Clinical Application B M CW Color Color M Power :onmied Hlarmonic Coded Other

Anatomry/Region of Interest ___ Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse [Notes]

Ophthalmic

Fetal / Obstetricst71  P P P P P P P P P P 5,6,9

Abdominal 11  P P P IP P P? P P P P 3,5,6,9

Pediatric IP IP P P P P P P P P 3,5 6,9

Small Organill P P IP P P IP P P P P 3 5,6,9

Neonatal Cephalic P P P P P P P P P P 5,6,9

Adult Cephalic P P P P P P P P P P 5,6,9

Cardiac P P P P P, P P P P P

Peripheral Vascular P P P P P P P P P IP 3,5,6,9

Musculo-skeletal Conventional P P P P? P P P P P P 3.5,6.9

Musculo-skeletal Superficial P P P P P P P P P P 3,5,6,9

Other1  P P P P P P P P P P 3,5,6,9

Examo Type. Means ofAccess

Transesophageal N I N N N N N I N N N N

Transrectalol IP P P P P P P P p P 3,5,6,9

Trlansvaginal P P P P P P P -P P t3-

ITansuretheral

lntraopeerativeM P P P P P P P P P P 3,6,9

Inaoperative Neurological P P P P P P P P P P

Intravascular

Laparoscopic

IN = new indication: P = previously cleared by FDA; - -___ ___-____- ____

Notes: (1] Abdominal includes Renal, GYN/Pelvic.
[2) Small organ includes breast, testes and thyroid
[31 Elastography Imaging - Elasticity.
[4) Other use includes Urology/Prostate
[51 3D Imaging mode

[6] Needle guidance imaging
[7] Includes infertility monitoring of follicle development
[8] lntraoperative includes abdominal, thoracic (cardiac), and vascular (PV)
[9] Volume navigation
[j1 Combined modes are B/M, B/Color M, BIPWD or CWD. B/Color/PWD or CWD, B/PowerIPWD.

(PLEASE DO NOT WRITE BELOW THIS LINE -CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH. Office of In Vitro Diagnostics and Radiological Health (OIR)

Prescription User (Per 21 CFR 801. 109)
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Diagnostic Ultrasound Indications for Use Form

GE LOGIQ SB with CI-5-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mde of Operation
Clinical Application B M PW CW Color CGor M Power Combined Harmonic Coded Other

Anatomy/lRegion of Inaerest Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse [Notes)

Ophthalmic

Fetal / Obsterics71  P P P P I' P P P P P 5,6,9

Abdominal"' P P P P P P P P P P 3,5,6,9

pediatric P P? P P P P P P P P 3,5,6,9

Small Organ'2'

Neonatal Cephalic

Adult Cephalic

Cardiac

Peripheral Vascular P P P P P P P P P P 3,5,6,9

Musculo-skeletal Conventional

Musculo-skeletal Superficial __ ____

Other' 4' P? P P P P? P P P P P 3,5,6,9

Exam Trpe. Mfeans ofAccess

Fransesophageal

lransrectal"

Trans ure the rat

fIntraoperative-'

Intraoperative Neurological __ ____

Intravascular

N = new indication: P = previously cleared by FDA - -___ ____________

Notes: (1] Abdominal includes Renal, GYN/Pelvic.
[2] Small organ includes breast, testes and thyroid
[3] Elastography Imaging - Elasticity.
[41 Other use includes Urology/Prostate
[5] 3D Imaging mode

[6] Needle guidance imaging
[7] Includes infertility monitoring of follicle development

[8] lntraolperative includes abdominal, thoracic (cardiac), and vascular (PV)
[91 Volume navigation
[*] Combined modes are BIM, B/Color M, B/PWD or CWD, B/ColorIPWD or CWD, B/Power/PWD,

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH-, Office of In Vitro Diagnostics and Radiological Health (01R)

Prescription User (Per 21 CFR 801.109)
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Diagnostic Ultrasound Indications for Use Form

GE LOGIQ S8 with 9L-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mde of Operation ____

Clinical Application B M CW Color Color M Power Combined Harmonic Coded Other

Anatomry/Region of Interesl DopPpler Doppler Doppler Doppler Doppler Modes* Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetrics7' P P P P P P P P 5,6,9

Abdominali" P P P P P P P P P 3,5,6,9

Pediatric P P P P P P P P P 3,5,6,9

Small Organ' 21  P P P P P P P P P 3,5,6,9

Neonatal Cephalic

Adult Cephalic

Cardiac

Peripheral Vascular P P P P P P P P P 3,5,6.9

Musculo-skeletal Conventional P P P P P P P P P 3,5,6,9

Musculo-skeletal Superficial P P Ps P P P P P P 3,5,619

Other"l

Exam Type, Mfeans fAccess P__ ______

I ransesophageal

TransrectalSl

I ra nsvag in a

I ransuretheral

I ntraoperativei' R

Intraoperative Neurological ___ ________

Intravascular

N = new indication; P = previously cleared by FDA
Notes: [1] Abdominal includes Renal, GYN/Pelvic.

[21 Small organ indces breast, testes and thyroid
[3] Elastography Imaging - Elasticity.
[4] Other use includes Urology/Prostate
[5] 3D Imaging mode
[6] Needle guidance imaging
[71 Includes infertility monitoring of follicle development
[B1 lntraoperative includes abdominal, thoracic (cardiac), and vascular (PV)
[91 Volume navigation
[Combined modes are B/M, B/Color M, B/PWD or CWVD, B/Color/PWD or CWD, B/Power/PWD.

(PLEASE OONOTWRITE eELOWTHIs LINEC-CONTINUE ONANOTHER PAGE IFPNEEO5o)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (O!R)

Prescription User (Per 21 CFR 801.109)

22
Page 005 of 023



GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE LOGIG 38 with MLS6-15-D3 Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application B M PW CW Color Color M Power Combined Harmonic Coded Other

Anatomy/Region of interest Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetrics
t't

Abdominal'

Pediatric P P P P' P P P P P 35,6,9

Small Organ"' P, P P P P P P P P 3,5,6.9

NeonatalCephalic P P ?' P P P P P P 9

Adult Cephalic

Cardiac

Peripheral Vascular P P P P P P P P P 3,5,6,9

Musculo-skelelal Conventional P P P P P P P P P 3,5,6,9

Musculo-skeletal Superficial P P P ___ P P, P P P P 3,6,9

Other 4'

Exam, Type. Means ofAccess

Transesophageal

Trnusrectal15'

Transvaginal

Trans urethe ral

Int raorearat iver

lntraotierative Neurological ___ ___

Intravascular

N = new indication: P = previously cleared by FDA - __ -____-____- - -____

Notes: Ill Abdominal includes Renal. GYN/Pelvic.
[2] Small organ includes breast, testes and thyroid
[3] Elastography Imaging - Elasticity.
[4] Other use includes Urology/Prostate
[5] 3D Imaging mode
[6] Needle guidance imaging
[7] Includes infertility monitoring of follicle development
[8] Intratoperative includes abdominal, thoracic (cardiac), and vascular (PV)
[9] Volume navigation
[] Combined modes are B/M, B/Color M, B/PWD or CWD, B/Color/PWD or GWD. B/Power/PWD.

tPLEAE 00 NOT WRITE BELOTHSIN cOTuEOAOTRPAEFNEO)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Prescription User (Per 21 CFR 801.109)
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Diagnostic Ultrasound Indications for Use Form

GE LOGIQ SB with M5S-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application B MI PW CW Color IColor NI Power Combined Harmonic Coded Other

Ana, amy/Region of Inferest Doppler Doppler Doppler! Doppler Doppler Modes' Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetrisil1  P P P P P P P ,P,,,, P P 5,6,9_

Abdominall" P P P P P P P P P P 5,6,9

Pediatric P P P P P P P P P P 5,6,9

Small Organ'2'

Neonatal Cephalic

Adult Cephalic P P P P IP p P P P P 9

Cardiac P P P P IP P P P P P

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Othet0'

Exam Type, Means ofAccess ______

Transesophageal

Transrectal"I

Transvaginal

Transuretheral

lntraciperative'

lntraoperative Neurological

lotravascular

IN =new indficaition: P = previously cleared by FDA __ -_______ - - ________

Notes: [1j Abdominal includes Renal, GYN/Pelvic.
[21 Small organ includes breast, testes and thyroid
[31 Elastography Imaging - Elasticity.
[41 Other use includes Urology/Prostate
[51 3D Imaging mode
[6J Needle guidance imaging
[7J Includes infertility monitoring of follicle development
[8J lntraoperative includes abdominal, thoracic (cardiac), and vascular (PV)
[9] Volume navigation
[Combined modes are B/M, BfColor M, BIPWD or OWD, D/ColorIPWDI or GWOD, BIPowerIPWD.

(PLEASE 00 NOT WRITE BEO8 HSLN.CNIU O NTE AEI EOD

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Prescription User (Per 21 CFIR 801 109)
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Diagnostic Ultrasound Indications for Use Form

GE LOGIG S8 with 1C5-9-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of 0 euration ____

Blnia Mppicaio CW Color Color M Power Combinted Harmonic Coded Other

Ancuomry/Regian of Interest DplrDoppler Doppler Doppler Doppler Modes" Imaging Pulse [Notes)

Ophthalmic I I ____

Fetal / Obstetics"'i P P P P P P P P P 5,6,9

Abdominal'''

Pediatric

Small Organ'2 '

Neonatal Cephalic

Adult Cephalic

Cardiac

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superfictal ___

Otied' P P P P P P P P P 3,5,6.9

Exam 73'pe. Means ofAccess

Transesophageal

______________ Transrectal
5 ' P P P, P P P P P P 3,5,6,9 _____

Transvaginal P P PP P P P P P 3.5,6,9

1 ransuretheral

ntaoperativel'iR

lntraoperative Neurological ___

Intravascular

Laparoscopic
N = new indication; P = previously cleared by FDA
Notes: [11 Abdominal includes Renal. GYN/Pelvic.

[21 Small organ includes breast, testes and thyroid
[3] Elastography Imaging - Elasticity.
[4] Other use includes Urology/Prostate
[5] 3D Imaging mode
[6] Needle guidance imaging

[7] Includes infertility monitoring of follicle development

[5] lntraolperative includes abdominal. thoracic (cardiac), and vascular (PV)

[9] Volume navigation
[Combined modes are B/M, B/Color M, B/PWD or CWD, B/Color/PWD or CWD, B/Power/PWO.

(PLEASE DO NOT WRITE BELOW THIS LINE -CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CORN, Office of In Vitro Diagnostics and Radiological Health (OIR)

Prescription User (Per 21 CFR 801.109)
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Diagnostic Ultrasound Indications for Use Form

GE LOGIG S8 with 3CRF-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

________ ~~Mode ofOperation ____ ___

Clinical Application B M PW CW Color Color M Power o7mbined Harmonic Coded Other

Antoy/egonofInerstDope oer r oper Doppler Doppler Modes Imaging Pulse [Notes)

Ophthalmic

Fetlh/Obstetrics["' P P P P P P P P P+ 6,9

Abdominal11' P P P P P P ,,,,P,,, P P 5,6,9

Pediatric P P P P P P y,,,, P P 5,6,9

SmallI Organ'']

Neonatal Cephalic

Adult Cephalic ____

Cardiac

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal superficial

Otheml 4i p P P P P p p P P 5,9

Exam Type, Afeans ofA ccess

Transesophageal

Trans re cta l

Transvaginal

Transuretheral

[ncroperativel]

Intraoperative Neurological

Intravascular

Laparoscopic
N = new indicsation: P = previously cleared by FDA - - __ - -___ -____

Notes: [1] Abdominal includes Renal, GYN/Pelvic.
[2] Small organ includes breast, testes and thyroid
[3] Elastography Imaging - Elasticity.
[4] Other use includes Urology/Prostate
[5] 3D Imaging mode
[6] Needle guidance imaging
[7] Includes infertility monitoring of follicle development
[8] lntraoiperative includes abdominal, thoracic (cardiac), and vascular (PV)
[9] Volume navigation
[*I Combined modes are BIM. B/color M, B/PWD or CWD. B/Color/PWD or CWD, BlPower/PWD.

(PLEASE 00 NOT WRITE 8ELOW 71-41 LINE - CONTINUE ON ANOTHER PAGE IF NEEOEO)

Concurrence of CDRH. Office of In Vitro Diagnostics and Radiological Health (OIR)

Prescription User (Per 21 CFR 801.109)
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Diagnostic Ultrasound Indications for Use Form

GE LOGIO S8 with L8-18i-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

ode f peration ____

Clinical Application B M Pw CW Color Color M Power Combined Harmonic Coded Other

Aniatomy/Region of interest Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse [Notes)

Oplhaltm

Fetal / ObstetricsM7  P P P P P P P P p 3,5,6,9

Abdonmiall'I P P P ___ P P P P p p 3,5,6,9

Pediatric P P P P P P P P P 5,6,9

Small Organf1'

Neonatal Ce ILaic

Adult Cephalic

Cardiac

Peripheral Vascular P P P P P P P P P 3,5,6,9

Musculo-skeletal Conventional P P P P P P P P P 3,5,6,9

Museulo-skeletal Superficial P P P P P P p p p P 3,5619

Othe
14'

ExYam Type, Means of Access

Transesophageal

Tran srectal 'I

Transvaginal

Transuretheral

lnrrperativel'1  P P P _____ P p p p p P 3,5,6,9

lnutraperativeNeurological ___________ ____

Intravascular

N = new indication: P = previously cleared by FDA
Notes: [11 Abdominal includes Renal, GYN/Pelvic.

[2] Small organ includes breast, testes and thyroid
[31 Elastography Imaging - Elasticity.
[4] Other use includes Urology/Prostate
[5] 3D Imaging mode
[6] Needle guidance imaging
[7] Includes infertility monitoring of follicle development
[81 lntraolperative includes abdominal, thoracic (Cardiac), and vascular (PV)
[91 Volume navigation
[Combined modes are B/M, B/Color M, BIPWD or CWD, BIColorIPWD or CWD, BlPower/PWD,

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Prescription User (Per 21 CFR 801.109)
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Diagnostic Ultrasound Indications for Use Form

GE LOGIO S8 with S4-1O-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ____________

Clinical Application PW CW Color Color M Power ombined Harmonic Coded Other

Anatomy/Region ofInterest Dopple Dplr oper Dopple Dople Modes* Imaging Pulse [Notes)

Ophthalmic ___

Fetl / Obstetrics 1 1  P P P P P P P P,,, P P 5,6,9

Abdomial 11  P M P P P P ,, P P 5,6,9

Pediatric P P P P P P P 1P P P 5,6,9

Small Organ"' P P P P P P P ~ P,, 5,6,9

Neonatal Cephalicp P P P P P P P P 5,6,9

Adult CephalicII

Cardiac P P P P P' P I P P P P ___

Peripheral Vascular

Musculo-skeletnl Conventional

Musculo-skeletal Superficial

Otherl'i

Exam Type, Means, ofAccess __ ______ ___

Transesophageat

I rat, arec talt 1

Transvaginal- _____________

T ran sure (he ra

Intraopecrat ive"'

Intraopcralive Neurological

N = new indication: P = previously cleared by FDA
Notes: [1 ]Abdominal includes Renal. GYN/Pelvic.

[2] Small organ includes breast, testes and thyroid
[3] Elastography Imaging - Elasticity.
[4] Other use includes Urology/Prostate
[5] 3D Imaging mode
[6] Needle guidance imaging
[7] Includes infertility monitoring of follicle development
[8] lntraoperative includes abdominal, thoracic (cardiac), and vascular (PV)
[9] Volume navigation
[Combined modes are RIM. B/Color M, RIPWD or CWD, BIColorIPWD or CWVD. B/Power/PWVD.

(PLIESE 00 NOT WRITE aELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRI-, Office of In Vitro Diagnostics and Radiological Health (OIR)

Prescription User (Per 21 CFR 801.109)
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE LOGIQ SB with P2D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode o Operation ____ ___

Clinical Application B M C Color olrM Power -ombined Harmonic Coded Other

Anarom v/Region ofinterest Doppler IDoplrDler Doppler erDoplr ods main Pulse [Notes)

Ophthalmic

Fetal / Obstetricsi11

Abdominal'

Pediatric

Small Organ'

Neonatal Cephalic

Adult Cephalic P I'

Cardiac P P

Peripheral Vascular P P ___ ____

Musculo-skeletal Convcntional

Musculo-skeletal Superficial

Othed-41

Exam Tipe, Means of A cess

Transesophageal

Transrcctal'i

Transvaginal

Transurctherm

Intraoiperative8'

lnitroperative Neurological

Intravascular

Laparoscopic,
N = new indication; P = previously cleared by FDA- __ -_______________

Notes: [1] Abdominal includes Renal, GYN/Pelvic.
[21 Small organ includes breast, testes and thyroid
[31 Elastography Imaging - Elasticity.
[4] Other use includes Urology/Prostate
[5] 3D Imaging mode
[6! Needle guidance imaging
[7] Includes infertility monitoring of follicle development
[8] lintraoeperative includes abdominal. thoracic (cardiac), and vascular (PV)
[9] Volume navigation
[)1 Combined modes are RIM. B/color M, BIPWID or CWD, BIColorIPWD or CWO, B/Power/PWD.

(PLEASE XO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence ofCDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Prescription User (Per 21 CFR 801. 109)
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE LOGIO SB with PB6D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Opelion
Clinical Application B M P C Color Color M Power Combined Harmonic Coded Other

Analomnv'Region of Inieresl ope op Doppler Do Dople Dope .Mdn Imaging Pulse [Notes)

Ophithalmic

Fetal / Obstetrics 
17

1

A bd omnin al'"1

Pediatric

Small OrganiSI

Neonatal Cephalic

Adult Cephalic ' IP

Cardiac P P

Peripheral Vascular ____ ___ P P

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Othed41l

Exam Type, Means of Access

Transesophageal

Transrectal'

Transvagcnal_

Transtutheral

I ntraoperative _____

ntraoperative Neurological

Intravascular

L-aparoscopic __________

N = new indclion: P = previously cleared by FDA - - - - -____-

Notes: Ill Abdominal includes Renal. G3YN/Pelvic.
[2) Small organ includes breast, testes and thyroid
[31 Elastography Imaging - Elasticity.
j41 Other use includes Urology/Prostate

[51 3D Imaging mode
[6] Needle guidance imaging
[7] Includes infertility monitoring of follicle development
[8] lntraopaeralive includes abdominal, thoracic (cardiac), and vascular (PV)

[9] Volume navigation
[1Combined modes are D/IM, B/Color M, B/PWD or CWD, B/Color/PWD or CWD, B/Power/PWD.

(PLEASE DO NOT WRITE BELOW THIS LINE -CONTINUE ON ANOTHER PACE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Prescription User (Per 21 CFR 801.109)
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE LOGIQ SB with C2-9-D Transducer

Intended Use: Diagnostic Ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Md prto

B M PW cw coolor lrM Power Combined Harmonic Coded Other

Anatomy/Region of Interest Doppler Doppler Dopper Doppler Doppler Modes' Imaging Pulse' [Notes]

Ophthalmic

Fetal/Obstetrics [7) E E E E E E E E E F [5,6,9]
Abdominal11  F E F F E F E E E [3,6,6,9]

Pediatric E E E E E E F E FE [3,5,6,9]

Small Organ
1

Neonatal Cephalic

Adult Cephalic

Cardiac AdultI

Cardiac Pediatric

Peripheral Vascular E E E E E E E E E E [3,5,6,9]

Musculo-skeletal Conventional

Musculo-skelelal Superficial

Othe r(41  F E E E E FE E EE [3.5,6,91

Exam Type, Means of Access

Transesophageal

Transrectal

Transvagtnal

Transuretbral

IntraoperativetM

lntraoperative Neurological

Intravascular

N = new indication; P = previously cleared by FDA: E =added under Appendix E (previously cleared K123564)

Notes: [1] Abdominal includes Renal, GYN/Pelvic.
[2] Small organ includes breast, testes and thyroid
[3] Elastography Imaging - Elasticity.
[4] Other use includes Urology/Prostate
[5] 3D/4D Imaging mode
[6] Needle guidance imaging
[7] Indces infertility monitoring of follicle development
18] Intraoperative includes abdominal. thoracic (cardiac), and vascular (PV)
l9] Volume navigation
['] Combined modes are B/M, B/Color M, B/PVVO or CWO, B/Color/PWD or CWD. B/Power/PWD.

System provides real-time 3D and 4D acquisition when used with special 4D probes

(PLEASE 00 NOTWRITE BELOWi THIS LINE -CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (011R)

Prescription User (Per 21 CFR 801. 109)
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GE Healthcare
5 1 0(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE LOGIQ S8 with 11IL-D Transducer

Intended Use: Diagnostic Ultrasound imaging or fluid flow analysis of the human body as follows:

Clnia AplctinMode of Operation ____

Clnia Aplcto P CW Color Color M Power Combined Harmonic Coded Other

Anatomy/Region of Interest Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse' [Notes]

Ophthalmic

Fetal/Obstetic t7

Abdominal"' 1  E E E E E F E E E [3,5,61

P-ediatric E E F E___ E E E E E [3,5,61

Small OrganP1  E F E ___ E F E EF E E [3,5,61

Neonatal Cephalic

Adult Cephalic

Cardiac Adult

Cardiac Pediatric

Peripheral Vascular E E E E____ E E F E E [3,5,6]

Musculo-skeletal Conventional F E FE ____ E F E E E F [3,5.61

Musculo-skeletal Superficial E E F E F E I E E F [3.5,61

Other""1

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transurethral

Intraopoerative'

Inlraoperative Neurological

Intravascular

N = new indication: P = previously cleared by FDA E added under Appendix E (previously cleared K123564)

Notes: [11 Abdominal includes Renal, GYN/Pelvic.
[2] Small organ includes breast, testes and thyroid
[3] Elastography Imaging - Elasticity.
[4] Other use includes Urology/Prostate
[5] 30/40 Imaging mode
[6] Needle guidance imaging
[7] Includes infertility monitoring of follicle development
[8] lntraoperative includes abdominal, thoracic (cardiac), and vascular (PV)
[9] Volume navigation
[*] Combined modes are B/M, B/Color M, BIPWID or CWO, 8/Color/PWD or CV/D, B/Power/PWD,

System provides real-time 3D and 40 acquisition when used with special 40 probes

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH. Office of In Vitro Diagnostics and Radiological Health (OIR)

Prescription User (Per 21 CFR 801,109)

32
Page 015 of 023



GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE LOIGIQ S8 with 65-0 Transducer

Intended Use: Diagnostic Ultrasound imaging or fluid flow analysis of the human body as follows:

ClnclApiainMode 
of Operation ___ ______

Clnia Aplcto PW OW Color Color M Power Combined Harmonic Coded Other

Anatomy/Region of Interest Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse [Notes]

Ophthalmic

Fetal/Obsteris 1  F E F E E E E E E E _____

Abdominal"'1  E E E E F E E E E FE _____

Pediatrc E E E E E E E E

Small Organ2

Neonatal Cephalic E E E F E F E E F E ____

Adult Cephalic

Cardiac Adult

Cardiac Pediatric E E E F E F E E E E

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Othe$
4

)

Exam Type. Means of Access

Transesophageal

Transrecil

Transvaginal

Tra nsureth ral

I ntraope rative[61

lntraoperative Neurological ______

Intravascular

Laparoscopic ________ ________ ______

N = new indication: P = previously cleared by FDA: E added under Appendix E (previously cleared K123564)

Notes: [1) Abdominal includes Renal, GYN/Pelvic.

12] Small organ includes breast, testes and thyroid
13] Elastography Imaging - Elasticity.
[4] Other use includes Urology/Prostate
[5] 3D/4D Imaging mode
[6] Needle guidance imaging
[71 Includes infertility monitoring of follicle development
[81Ilntraoperative includes abdominal, thoracic (cardiac), and vascular (PV)
[9) Volume navigation
[*I Combined modes are RIM, B/Color M. B/PWD or CWVD. B/Color/PWD or OWE. B/Power/P WD.

System provides real-time 3D and 4D acquisition when used with special 4D probes

(PLEASE 00 NOTWRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (CIR)

Prescription User (Per 21 CFR 801.109)
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound indications for Use Form
GE LOGIQ S8 with SI-5-D Transducer

Intended Use: Diagnostic Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation ___ ______

Clinical Application BO P W Color Color M Power Combined Harmonic Coded Other
Bes,

Anatomy/Region of Interest Doppler Doppler Doppler Doppler Doppler Mods Iaig le [Notes]

Ophthalmic

Fetal/CObstetrics71  E F E E F E E F E E (5,6.91

Abdominal"I E E E E E E E E E E [6,6,9]

Pediatric E E E E E F E E E E [5,6,91

Small Organ21

Neonatal Cephalic

Adult Cephalic E E F E E E E E F E [5,6,9]

Cardiac Adult F E F E E E E E E E

Cardiac Pediatric

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Otherl

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transurethral

lntraoperative
81

lntraoperative Neurological

Intravascular

Laparoscopic
N = new indication: P = previously cleared by FDA: E =added under Appendix E (previously cleared K1 23564)
Notes: [1] Abdominal includes Renal, GYN/Pelvic.

[2] Small organ includes breast, testes and thyroid
[3] Elastography Imaging - Elasticity.
[4J Other use includes Urology/Prostate
[5] 30/4D Imaging mode
[6) Needle guidance imaging
[7] Includes infertility monitoring of follicle development
[8) Intraoperative includes abdominal. thoracic (cardiac), and vascular (PV)
[9] Volume navigation
[*] Combined modes are 3/M, B/Color M, B/PWD or CWD, B/Color/PWVD or CWO, B/Power/PWD.

System provides real-time 3D and 4D acquisition when used with special 4D probes

PLEASE GO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Prescription User (Per 21 CER 801.109)
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Farm
GE ILOGIQ 38 with RABIB-D Transducer

Intended Use: Diagnostic Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation _____

Blnia Aplcto PW C Color IColor M Power Combined Harmonic Coded Other
Antoy/egonofInerstDopipler DopWpler Dopplerl Doppler Doppler Modes Imgn us Notesj

OphthalmicI

Fetal/lbstetrics;1rl p. pt  pt  P. Pt  P. P. p. Pt  [5,6]

Abdominal... P- Pt  Pt  p- p- P. P P Pt  [5,6]

Pediatric Pt  P. P. P. . P. P. Pt  P. 5,61

Small Organ
21

Neonatal Cephalic

Adult Cephalic

Cardiac Adult

Cardiac Pediatric

Peripheral Vascular

Musculo-skeletal Conventional Pt  Pt  P. P. Pt  Pt  P. P. P. [5,6]

Musculo-skeletal Superficial

OtherI 41

Exam Type, Means of Access

Transesophageal

Transrectal

Transvaginal

Transurethral

I nira operative
01

lntraoperative Neurological

Intravascular

Laparoscopic ___

N = new indication: Pt = previously cleared by FDA (previously cleared K123564)
Notes: [1] Abdominal includes Renal, GYN/Pelvic.

(2) Small organ includes breast, testes and thyroid
[3] Elastography Imaging - Elasticity.
[4) Other use includes Urology/Prostate
[5] SDI4D Imaging mode
(6) Needle guidance imaging
[7] Includes infertility monitoring of follicle development
[8] lntraolperative includes abdominal. thoracic (cardiac), and vascular (PV)
[9] Volume navigation
[1] Combined modes are RIM. B/Color M, B/PWD or GWD, B/Color/PWD or CWD. B/PowerIPWD.
System provides real-time 3D and 4D acquisition when used with special 4D probes

(PLEASE DO NOT WRITE BELOWv THIS LINE -CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CORH, Office, of In Vitro Diagnostics and Radiological Health (OIR)

Prescription User (Per 21 CIFR 801.109)
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GE Healthcare
510(k) Premarket Notification Submission

Diagnostic Ultrasound indications for Use Form
GE LOGIQ S8 with RIC5-9-D Transducer

Intended Use: Diagnostic Ultrasound imaging or fluid flow analysis of the human bod as flows:

Mode of Operation ________

Clinical Application PN cw colo Color M Power Combined Harmonic Coded Other

Anatomy/Region of Interest Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse. (Notes]

Ophthalmic

Fetal/Obstetrcz1 1  p. P. p. p. p. p- p. P. PA P. 56

Abd 0minal't

Pediatric

Small Organ (2t

Neonatal Cephalic

Adult Cephalic

Cardiac Adult

Cardiac Pediatric

Peripheral Vascujlar

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Other') P. P. P. P- P. P P. P. P P. [3,5,6]

Exam Type, Means of Access

Transesophageal

Transrectal p. p. p. P. P* P. P. P. p. p. 35

Transvaginal Pt  P. P. P. pt  p. p. P. P* P. [3566]

Transurethral

I ntra operative"'1

- ntraolperative Neurological

- intravascular

-Laparoscopic

N = new indication: P* = previously cleared by FDA (previously cleared K123564)

Notes: [1] Abdominal includes Renal, GYN/Pelvic.
[2] Small organ includes breast, testes and thyroid

[~! Elastography Imaging - Elasticity.
[41 Other use includes Urology/Prostate
[5] 3D/4D Imaging mode
[6] Needle guidance imaging
[7] Includes infertility monitoring of follicle development
[8] lntraolperative includes abdominal, thoracic (cardiac), and vascular (PV)
[9) Volume navigation
[1l Combined modes are RIM. B/Color M, B/PWD or CWE, B/Color/PWO or CWD. B/Power/PWD.
System provides real-time 3D and 40 acquisition when used with special 4D probes

(PLEASE D0 NOT WRITE BELOWV THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (01R)

Prescription User (Per 21 CFR 801. 109)
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GE Healthcare
5 1 0(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE LOIGIQ S8 with GTc-RS Transducer

Intended Use: Diagnostic Ultrasound imaging or fluid flow analysis of the human body as follows:

Clnia AplctinMode of Operation ___

Clnia AplcainB Color Color M Power Combined Harmonic Coded Other

Anatomy/Region of Interest B M IDoppler Doppler Doppler Doppler Doppler Modes, Imaging Pulse' [Notes]

Ophthalmic

Fetal/Obstetrics 
7

)

Abdominall11

Pediatric

Small Organ21

Neonatal Cephalic

Adult Cephalic

Cardiac Adult p. r. P. p. p. p. p. p* p. p. _

Cardiac Pediatric

Penipheral Vascular

Musculo-skeletat Conventional

Musculo-skeletat Superficial

Other"'1

Exam Type, Means of Access

Transesophageal p. p. Pt  p. Pt  P. P. P. P* P. _____

Transrectal

Transvagnal

Transurethral

intra operative
01

lntraoperative Neurological

Intravascular

Laparoscopic
N = new indication; P = previously cleared by FDA (*previously cleared K1 13690)
Notes: [11 Abdominal includes Renal, GYN/Pelvic.

(2] Small organ includes breast, testes and thyroid
(3] Elastography Imaging - Elasticity.
(4] Other use includes Urology/Prostate
1tl 30/4D Imaging mode
161 Needle guidance imaging
[7] Includes infertility monitoring of follicle development
(8] Intraoperative includes abdominal. thoracic (cardiac), and vascular (PV)
(9j Volume navigation
[*] Combined modes are RIM, B/Color M, B/PWD or CWD, B/Color/PWD or CWVD. B/Power/PWD.

System provides real-time 3D and 4D acquisition when used with special 4D probes

(PLEASE 00 NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Prescription User (Per 21 CFR 801,109)
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GE Healthcare
5 10(k). Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE LOGIQ SB with 3Sp-O Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application B M PW CW~r Color, Color M Power, ombined Harmonic Coded Other

Anatomy/IRegion of Interest Doppler Dopple Doppler Doppler DopplerMoe Imgn Pus [Nt)

Ophthalmic ____

Fetul / Obstetrics[L p* * p p p- p- P* p* p- p- 5,6

Abdominal" P. p* p* p.R pk p. * p ~ p* p* p* 5,6

Pediatric P. P* P. PR P. p* p. P. p* p* 5,6

Small Organ21

Neonatal Cephalic ____

Adult Cephalic p* P. P* P, p* p* P. p* p. p* ___

Cardiac Adult & Pediatric Pt  P p* p* p* ph p* p* p* p* ___

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skeletal Superficial ____

other''

Exam Type. Means ofAcce~ss

Transesophageal

Transrectal'"'

I ransvagtnal

Transuetheral

lntraoperlativel' i

lntraoprative Neurological

Intravascular

La pa ro sco pic ____ _____

N = new indication; P = previously cleared by FDA (previously cleared K1 22114) - -___ ___-___

Notes: [1J Abdominal includes Renal, GYN/Pelvic.
(2] Small organ includes breast, testes and thyroid
[3] Elastography Imaging ' Elasticity.
[41 Other use includes Urology/Prostate
[5] 3D/AD Imaging mode
[6] Needle guidance imaging
[7] Includes infertility monitoring of follicle development
[8] lntraoperative includes abdominal. thoracic (cardiac), and vascular (PV)
[9] Volume navigation
[*] Combined modes are RIM, B/Color M, B/PWIJ or CWD. B/Color/PWD or GWD, B/Power/PWD,

System provides real-time 3D and 4D acquisition when used with special 4D probes

(PLEASE 00 NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH. Office of In Vitro Diagnostics and Radiological Health (0IR)

Prescription User (Per 21 CER 801.109)
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GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE LOGIG S8 with C2-Bb-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation
Clinical Application B M PW CW Color Color M Power ombined Harmonic Coded Other

Anatomy/lRegion of ,nterest Doppler Doppler Dopple ope ope Modes* Imaging Pulse [Notes)

Ophthalmic

Fetal / Obstetrics
t't

AbdominalI t  IN N N N N N N N 5,6,9

Pediatric

Small Organ(
2t

Neonatal Cephalic ________ ___ ____

Adult Cephal ic ___ _______

Cardiac Adult & Pediatric

Peripheral Vascular

Musculo-skeetl Conventional

Musculo-skeletal Superficial

Other"4 '

Exam Type, Means ofAccess

Transesophageal

Transrectall"t

Transvaginal

Transuretheral

Intraolperativek

Iniroperative Neuooia T010BIC31

Intravascular

ILaparrscopic
N =new indication; P = previously cleared by FDA; - - ___- -____-____ ____- -

Notes: [1) Abdominal includes Renal, GYN/Pelvic.
[21 Small organ includes breast, testes and thyroid
[31 Elastography Imaging - Elasticity.
[41 Other use includes Urology/Prostate
[5] 3D/40 Imaging mode
[61 Needle guidance imaging
[7] Includes infertility monitoring of follicle development
[8] lntraoperative includes abdominal. thoracic (cardiac), and vascular (PV)
[9] Volume navigation
[*] Combined modes are RIM. B/color M, B/PWD or CWD, BlcolorlPwD or CWD. B/PowerlPWD.

System provides real-time 3D and 40 acquisition when used with special 40 probes

(PLEASE 00 NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of cDRH. Office of In Vitro Diagnostics and Radiological Health (QIR)
Prescription User (Per 21 GFR 801. 109)

39
Page 022 of 023



GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE LOGIQ SB with IOC-D Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modeof Operation

Clinical Application B M PW CW Color Color M Power -ombined Harmonic Coded Other

Anatomyo/Region a Interest Doppler Doppler Doppler Doppler Doppler Modes' imaging Pulse i[Notes)

Ophthalmic

lFew] / Obstetrics
71

Abdomninal'''

Pediatric N N N N N IN' N N 5,6

Small Orgsn''1

Neonatal Cephalic N N N N N N N N 5,6

Adult Cephalic

Cardiac Adult & Pediatric N N N . N N N N N 5,6

Peripheral Vascular N N N ___ N N N N N 5,6

Musculo-skeletal Conventional N N N N ___ N N N N 5,6

Musculo-skelelal Superficial IN N N N N N N N 5,6

Other'l

Exam Type, Means ofAccess

Transesophageal

Transrectal' 8'

Tra-nsvaginal

'frans aretIhe ra

Intraoperativei81

lntraoperative Neurological ____

Intravascular

La pa roscop ic ____ __________

N = new inication: P = previously cleared by FDA: ___ -____-___

Notes: [1]jAbdominal includes Renal, GYN/Pelvic.
12] Small organ includes breast, testes and thyroid
(31 Elastography Imaging - Elasticity.
141 Other use includes urology/Prostate
t5] 3D14D Imaging mode
161 Needle guidance imaging
[7] Includes infertility monitoring of follicle development
[81 Intraooperative includes abdominal, thoracic (cardiac), and vascular (PV)
[9] Volume navigation
[*] Combined modes are RIM. B/Color M, R/PWD or CWD, B/ColorIPWD or CWD, B/PowerIPWD.

System provides real-time 3D and 40 acquisition when used with special 4D probes

(PLEASE 00 NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, office of In Vitro Diagnostics and Radiological Health (OIR)
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